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(ii) Protection of the media, whether
in electronic, paper, or other media or
format, that contain patient safety
work product, limiting access to au-
thorized users, and sanitizing and de-
stroying such media before their dis-
posal or release for reuse; and

(iii) Physical and environmental pro-
tection, to control and limit physical
and virtual access to places and equip-
ment where patient safety work prod-
uct is received, accessed, or handled.

(3) Security control and monitoring. A
PSO must address:

(i) Identification of those authorized
to receive, access, or handle patient
safety work product and an audit ca-
pacity to detect unlawful, unauthor-
ized, or inappropriate receipt, access,
or handling of patient safety work
product, and

(ii) Methods to prevent unauthorized
receipt, access, or handling of patient
safety work product.

(4) Security assessment. A PSO must
address:

(1) Periodic assessments of security
risks and controls to establish if its
controls are effective, to correct any
deficiency identified, and to reduce or
eliminate any vulnerabilities.

(ii) System and communications pro-
tection, to monitor, control, and pro-
tect PSO receipt, access, or handling of
patient safety work product with par-
ticular attention to the transmission
of patient safety work product to and
from providers, other PSOs, contrac-
tors or any other responsible persons.

§3.108 Correction of deficiencies, rev-
ocation, and voluntary relinquish-
ment.

(a) Process for correction of a deficiency
and revocation—(1) Circumstances lead-
ing to revocation. The Secretary may re-
voke his acceptance of an entity’s cer-
tification (‘‘revocation’’) and delist the
entity as a PSO if he determines—

(i) The PSO is not fulfilling the cer-
tifications made to the Secretary as re-
quired by §3.102;

(ii) The PSO has not met the two
contract requirement, as required by
§3.102(d)(1);

(iii) Based on a PSO’s disclosures
made pursuant to §3.102(d)(2) , that the
entity cannot fairly and accurately
perform the patient safety activities of
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a PSO with a public finding to that ef-
fect; or

(iv) The PSO is not in compliance
with any other provision of the Patient
Safety Act or this part.

(2) Notice of preliminary finding of defi-
ciency and establishment of an oppor-
tunity for correction of a deficiency. (i)
Except as provided by paragraph (e) of
this section, if the Secretary deter-
mines that a PSO is not in compliance
with its obligations under the Patient
Safety Act or this subpart, the Sec-
retary must send a PSO written notice
of the preliminary finding of defi-
ciency. The notice must state the ac-
tions or inactions that encompass the
deficiency finding, outline the evidence
that the deficiency exists, specify the
possible and/or required corrective ac-
tions that must be taken, and establish
a date by which the deficiency must be
corrected. The Secretary may specify
in the notice the form of documenta-
tion required to demonstrate that the
deficiency has been corrected.

(ii) The notice of a preliminary find-
ing of deficiency is presumed received
five days after it is sent, absent evi-
dence of the actual receipt date. If a
PSO does not submit evidence to the
Secretary within 14 calendar days of
actual or constructive receipt of such
notice, whichever is longer, which dem-
onstrates that the preliminary finding
is factually incorrect, the preliminary
finding will be the basis for a finding of
deficiency.

(3) Determination of correction of a de-
ficiency. (i) Unless the Secretary speci-
fies another date, the Secretary must
receive documentation to demonstrate
that the PSO has corrected any defi-
ciency cited in the preliminary finding
of deficiency no later than five cal-
endar days following the last day of the
correction period that is specified by
the Secretary in such notice.

(ii) In making a determination re-
garding the correction of any defi-
ciency, the Secretary will consider the
documentation submitted by the PSO,
any assessments under §3.110, rec-
ommendations of program staff, and
any other information available re-
garding the PSO that the Secretary
deems appropriate and relevant to the
PSO’s implementation of the terms of
its certification.
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(iii) After completing his review, the
Secretary may make one of the fol-
lowing determinations:

(A) The action(s) taken by the PSO
have corrected any deficiency, in which
case the Secretary will withdraw the
notice of deficiency and so notify the
PSO;

(B) The PSO has acted in good faith
to correct the deficiency, but the Sec-
retary finds an additional period of
time is necessary to achieve full com-
pliance and/or the required corrective
action specified in the notice of a pre-
liminary finding of deficiency needs to
be modified in light of the experience
of the PSO in attempting to implement
the corrective action, in which case the
Secretary will extend the period for
correction and/or modify the specific
corrective action required; or

(C) The PSO has not completed the
corrective action because it has not
acted with reasonable diligence or
speed to ensure that the corrective ac-
tion was completed within the allotted
time, in which case the Secretary will
issue to the PSO a notice of proposed
revocation and delisting.

(iv) When the Secretary issues a writ-
ten notice of proposed revocation and
delisting, the notice will specify the
deficiencies that have not been timely
corrected and will detail the manner in
which the PSO may exercise its oppor-
tunity to be heard in writing to re-
spond to the deficiencies specified in
the notice.

(4) Opportunity to be heard in writing
following a notice of proposed revocation
and delisting. The Secretary will afford
a PSO an opportunity to be heard in
writing, as specified in paragraph
(a)(4)(i) of this section, to provide a
substantive response to the deficiency
finding(s) set forth in the notice of pro-
posed revocation and delisting.

(i) The notice of proposed revocation
and delisting is presumed received five
days after it is sent, absent evidence of
actual receipt. The Secretary will pro-
vide a PSO with a period of time, be-
ginning with the date of receipt of the
notice of proposed revocation and
delisting of which there is evidence, or
the presumed date of receipt if there is
no evidence of earlier receipt, and end-
ing at midnight 30 calendar days there-
after, during which the PSO may sub-
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mit a substantive response to the defi-
ciency findings in writing.

(ii) The Secretary will provide to the
PSO any rules of procedure governing
the form or transmission of the written
response to the notice of proposed rev-
ocation and delisting. Such rules may
also be posted on the AHRQ PSO Web
site or published in the FEDERAL REG-
ISTER.

(iii) If a PSO does not submit a writ-
ten response to the deficiency find-
ing(s) within 30 calendar days of re-
ceipt of the notice of proposed revoca-
tion and delisting, the notice of pro-
posed revocation becomes final as a
matter of law and the basis for Secre-
tarial action under paragraph (b)(1) of
this section.

(6) The Secretary’s decision regarding
revocation. The Secretary will review
the entire administrative record per-
taining to a notice of proposed revoca-
tion and delisting and any written ma-
terials submitted by the PSO under
paragraph (a)(4) of this section. The
Secretary may affirm, reverse, or mod-
ify the notice of proposed revocation
and delisting and will make a deter-
mination with respect to the continued
listing of the PSO.

(b) Revocation of the Secretary’s accept-
ance of a PSO’s certifications—(1) Estab-
lishing the date and time of revocation
and delisting. When the Secretary con-
cludes, in accordance with a decision
made under paragraphs (a)(5b), (e)(3)(iii)
or (e)(3)(iv)(C) of this section, that rev-
ocation of the acceptance of a PSO’s
certification is warranted for its fail-
ure to comply with requirements of the
Patient Safety Act or of this Part, the
Secretary will establish the effective
time and date for such prompt revoca-
tion and removal of the entity from the
list of PSOs, so notify the PSO in writ-
ing, and provide the relevant public no-
tice required by §3.108(d) of this sub-
part.

(2) Required mnotification of providers
and status of data. (i) Upon being noti-
fied of the Secretary’s action pursuant
to paragraph (b)(1) of this section, the
former PSO will take all reasonable ac-
tions to notify each provider, whose pa-
tient safety work product it collected
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or analyzed, of the Secretary’s ac-
tion(s) and the following statutory in-
formation: Confidentiality and privi-
lege protections that applied to patient
safety work product while the former
PSO was listed continue to apply after
the entity is removed from listing.
Data submitted by providers to the
former PSO for 30 calendar days fol-
lowing the date and time on which the
entity was removed from the list of
PSOs pursuant to paragraph (b)(1) of
this section will have the same status
as data submitted while the entity was
still listed.

(ii) Within 15 days of being notified of
the Secretary’s action pursuant to
paragraph (b)(1) of this section, the
former PSO shall submit to the Sec-
retary confirmation that it has taken
the actions in paragraph (b)(2)(i) of this
section.

(3) Disposition of patient safety work
product and data. Within 90 days fol-
lowing the effective date of revocation
and delisting pursuant to paragraph
(b)(1) of this section, the former PSO
will take one or more of the following
measures in regard to patient safety
work product and data described in
paragraph (b)(2)(i) of this section:

(i) Transfer such patient safety work
product or data, with the approval of
the source from which it was received,
to a PSO that has agreed to receive
such patient safety work product or
data;

(i1) Return such work product or data
to the source from which it was sub-
mitted; or

(iii) If returning such patient safety
work product or data to its source is
not practicable, destroy such patient
safety work product or data.

(¢c) Voluntary relinquishment—(1) Cir-
cumstances constituting voluntary relin-
quishment. A PSO will be considered to
have voluntarily relinquished its sta-
tus as a PSO if the Secretary accepts a
notification from a PSO that it wishes
to relinquish voluntarily its listing as
a PSO.

(2) Notification of voluntary relinquish-
ment. A PSO’s notification of voluntary
relinquishment to the Secretary must
include the following:

(i) An attestation that all reasonable
efforts have been made, or will have
been made by a PSO within 15 calendar

46

42 CFR Ch. I (10-1-15 Edition)

days of this statement, to notify the
sources from which it received patient
safety work product of the PSO’s in-
tention to cease PSO operations and
activities, to relinquish voluntarily its
status as a PSO, to request that these
other entities cease reporting or sub-
mitting any further information to the
PSO as soon as possible, and inform
them that any information reported
after the effective date and time of
delisting that the Secretary sets pursu-
ant to paragraph (c)(3) of this section
will not be protected as patient safety
work product under the Patient Safety
Act.

(ii) An attestation that the entity
has established a plan, or within 15 cal-
endar days of this statement, will have
made all reasonable efforts to establish
a plan, in consultation with the
sources from which it received patient
safety work product, that provides for
the disposition of the patient safety
work product held by the PSO con-
sistent with, to the extent practicable,
the statutory options for disposition of
patient safety work product as set out
in paragraph (b)(3) of this section; and

(iii) Appropriate contact information
for further communications from the
Secretary.

(3) Response to notification of voluntary
relinquishment. (i) After a PSO provides
the notification required by paragraph
(c)(2) of this section, the Secretary will
respond in writing to the entity indi-
cating whether the proposed voluntary
relinquishment of its PSO status is ac-
cepted. If the voluntary relinquishment
is accepted, the Secretary’s response
will indicate an effective date and time
for the entity’s removal from the list
of PSOs and will provide public notice
of the voluntary relinquishment and
the effective date and time of the
delisting, in accordance with §3.108(d)
of this subpart.

(ii) If the Secretary receives a notifi-
cation of voluntary relinquishment
during or immediately after revocation
proceedings for cause under paragraphs
(a)(4) and (a)(b) of this section, the Sec-
retary, as a matter of discretion, may
accept voluntary relinquishment in ac-
cordance with the preceding paragraph
or decide not to accept the entity’s
proposed voluntary relinquishment and
proceed with the revocation for cause
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and delisting pursuant to paragraph
(b)(1) of this section.

(4) Non-applicability of certain proce-
dures and requirements. (1) A decision by
the Secretary to accept a request by a
PSO to relinquish voluntarily its sta-
tus as a PSO pursuant to paragraph
(c)(2) of this section does not con-
stitute a determination of a deficiency
in PSO compliance with the Patient
Safety Act or with this Subpart.

(ii) The procedures and requirements
of §3.108(a) of this subpart regarding
deficiencies including the opportunity
to correct deficiencies and to be heard
in writing, and the procedures and re-
quirements of §3.108(b) are not applica-
ble to determinations of the Secretary
made pursuant to this subsection.

(d) Public notice of delisting regarding
removal from listing. If the Secretary re-
moves an entity from the list of PSOs
following revocation of acceptance of
the entity’s certification pursuant to
§3.108(b)(1), voluntary relinquishment
pursuant to §3.108(c)(3), or expiration
of an entity’s period of listing pursuant
to §3.104(e)(1), the Secretary will
promptly publish in the FEDERAL REG-
ISTER and on the AHRQ PSO website,
or in a comparable future form of pub-
lic notice, a notice of the actions taken
and the effective dates.

(e) Expedited revocation and delisting—
(1) Basis for expedited revocation. Not-
withstanding any other provision of
this section, the Secretary may use the
expedited revocation process described
in paragraph (e)(3) of this section if he
determines—

(i) The PSO is not in compliance with
this part because it is or is about to be-
come an entity described in §3.102(a)(2).

(ii) The parent organization of the
PSO is an entity described in
§3.102(a)(2) and requires or induces
health care providers to report patient
safety work product to its component
PSO; or

(iii) The circumstances for revoca-
tion in paragraph (a)(1) of this section
exist, and the Secretary has deter-
mined that there would be serious ad-
verse consequences if the PSO were to
remain listed.

(2) Applicable provisions. If the Sec-
retary uses the expedited revocation
process described in paragraph (e)(3) of
this section, the procedures in para-
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graphs (a)(2) through (5) of this section
shall not apply and paragraph (a)(l)
and paragraphs (b) and (d) of this sec-
tion shall apply.

(3) Expedited revocation process. (i)
The Secretary must send the PSO a
written notice of deficiency that:

(A) Identifies the evidence that the
circumstances for revocation and
delisting under paragraph (a)(1) of this
section exist, and any corrective action
that the PSO must take if the Sec-
retary determines that corrective ac-
tion may resolve the matter so that
the entity would not be delisted; and

(B) Provides an opportunity for the
PSO to respond in writing to correct
the facts or the legal bases for delisting
found in the notice, and to offer any
other grounds for its mnot being
delisted.

(ii) The notice of deficiency will be
presumed to be received five days after
it is sent, absent evidence of the actual
receipt date.

(iii) If the PSO does not submit a
written response to the Secretary with-
in 14 calendar days of actual or con-
structive receipt of such notice, which-
ever is longer, the Secretary may re-
voke his acceptance of the PSO’s cer-
tifications and remove the entity from
the list of PSOs.

(iv) If the PSO responds in writing
within the required 14-day time period,
the Secretary may take any of the fol-
lowing actions:

(A) Withdraw the notice of defi-
ciency;

(B) Provide the PSO with more time
to resolve the matter to the Sec-
retary’s satisfaction; or

(C) Revoke his acceptance of the
PSO’s certifications and remove the
entity from the list of PSOs.

§3.110 Assessment of PSO compliance.

The Secretary may request informa-
tion or conduct announced or unan-
nounced reviews of, or site visits to,
PSOs, to assess or verify PSO compli-
ance with the requirements of this sub-
part and for these purposes will be al-
lowed to inspect the physical or virtual
sites maintained or controlled by the
PSO. The Secretary will be allowed to
inspect and/or be given or sent copies
of any PSO records deemed necessary
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